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DETAILED ACTION 
Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including the fee set forth in 
37 CFR 1.17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.1 14, and the fee set forth in 37 CFR 1.17(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.1 14. Applicant's submissions filed on 6/3/2004 -have been entered. 

Claims 1-4, 6-8, 15-17, 19-20, 23-24, and 35-39 have been canceled, claims 5, 9-14, 18, 
21-22, 25-29 have been withdrawn from consideration, and claim 30 has been amended. Claims 
30-34 are pending. Applicant's amendments and arguments have been thoroughly reviewed, but 
are not persuasive for the reasons that follow. Any rejections not reiterated in this action have 
been withdrawn. The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. This action is non-FINAL. 

35 U.S.C. 101/112 Utility Rejections 

35 U.S.C. 101 reads as follows: 

"Whoever invents or discovers any new and useful process, machine, manufacture, or 
composition of matter or any new and useful improvement thereof, may obtain a patent 
therefore, subject to the conditions and requirements of this title". 

Definitions: [from REVISED INTERIM UTILITY GUIDELINES TRAINING MATERIALS; 

repeated from http://www.uspto.gov/web/menu/utility.pdf ] 

"Credible Utility" - Where an applicant has specifically asserted that an invention 
has a particular utility, that assertion cannot simply be dismissed by Office personnel as 
being "wrong". Rather, Office personnel must determine if the assertion of utility is 
credible (i.e., whether the assertion of utility is believable to a person of ordinary skill in 
the art based on the totality of evidence and reasoning provided). An assertion is credible 
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unless (A) the logic underlying the assertion is seriously flawed, or (B) the facts upon 
which the assertion is based is inconsistent with the logic underlying the assertion. 
Credibility as used in this context refers to the reliability of the statement based on the 
logic and facts that are offered by the applicant to support the assertion of utility. A 
credible utility is assessed from the standpoint of whether a person of ordinary skill in the 
art would accept that the recited or disclosed invention is currently available for such use. 
For example, no perpetual motion machines would be considered to be currently 
available. However, nucleic acids could be used as probes, chromosome markers, or 
forensic or diagnostic markers. Therefore, the credibility of such an assertion would not 
be questioned, although such a use might fail the specific and substantial tests (see 
below). 

"Specific Utility" - A utility that is specific to the subject matter claimed. This 
contrasts with a general utility that would be applicable to the broad class of the 
invention. For example, a claim to a polynucleotide whose use is disclosed simply as a 
"gene probe" or "chromosome marker" would not be considered to be specific in the 
absence of a disclosure of a specific DNA target. Similarly, a general statement of 
diagnostic utility, such as diagnosing an unspecified disease, would ordinarily be 
insufficient absent a disclosure of what condition can be diagnosed. 

"Substantial utility" - a utility that defines a "real world" use. Utilities that require 
or constitute carrying out further research to identify or reasonably confirm a "real world" 
context of use are not substantial utilities. For example, both a therapeutic method of 
treating a known or newly discovered disease and an assay method for identifying 
compounds that themselves have a "substantial utility" define a "real world" context of 
use. An assay that measures the presence of a material which has a stated correlation to a 
predisposition to the onset of a particular disease condition would also define a "real 
world" context of use in identifying potential candidates for preventive measures or 
further monitoring. On the other hand, the following are examples of situations that 
require or constitute carrying out further research to identify or reasonably confirm a 
"real world" context of use and, therefore, do not define "substantial utilities": 

A. Basic research such as studying the properties of the claimed product itself or 
the mechanisms in which the material is involved. 

B. A method of treating an unspecified disease or condition. (Note, this is in 
contrast to the general rule that treatments of specific diseases or conditions meet the 
criteria of 35 U.S.C. 101.) 

C. A Method of assaying for or identifying a material that itself has no "specific 
and/or substantial utility". 

D. A method of making a material that itself has no specific, substantial, and 
credible utility. 

E. A claim to an intermediate product for use in making a final product that has 
no specific, substantial, and credible utility. 



Application/Control Number: 09/823,887 



Page 4 



Art Unit: 1634 

Note that "throw away" utilities do not meet the tests for a specific or substantial utility. 
For example, using transgenic mice as snake food is a utility that is neither specific (all 
mice could function as snake food) nor substantial (using a mouse costing tens of 
thousands of dollars to produce as snake food is not a "real world" context of use). 
Similarly, use of any protein as an animal food supplement or a shampoo ingredient are 
"throw away" utilities that would not pass muster as specific or substantial utilities under 
35 U.S.C. ! 101. This analysis should, or course, be tempered by consideration of the 
context and nature of the invention. For example, it a transgenic mouse was generated 
with the specific provision of an enhanced nutrient profile, and disclosed for use as an * 
animal food, then the test for specific and substantial asserted utility would be considered 
to be met. 

"Well established utility" - a specific, substantial, and credible utility which is 
well known, immediately apparent, or implied by the specification's disclosure of the 
properties of a material, alone or taken with the knowledge of one skilled in the art. 
"Well established utility" does not encompass any "throw away" utility that one can 
dream up for an invention or a nonspecific utility that would apply to virtually every 
member of a general class of materials, such as proteins or DNA. If this is the case, any 
product or apparatus, including perpetual motion machines, would have a "well 
established utility" as landfill, an amusement device, a toy, or a paper weight; any carbon 
containing molecule would have a "well established utility" as a fuel since it can be 
burned; any protein would have well established utility as a protein supplement for 
animal food. This is not the intention of the statute. 

See also the MPEP at 2107 - 2107.02. 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner 
and process of making and using it, in such full, clear, concise, and exact terms as to 
enable any person skilled in the art to which it pertains, or with which it is most nearly 
connected, to make and use the same and shall set forth the best mode contemplated by 
the inventor of carrying out his invention. 

1. Claims 30-34 are rejected under 35 U.S.C. 101 because the claimed invention lacks 
patentable utility due to its not being supported by either specific, substantial or a well 
established utility. 

The claimed nucleic acid is not supported by a specific asserted utility because the 
disclosed use of the nucleic acid is not specific and is generally applicable to any nucleic acid. 
The specification states that the nucleic acids may be useful as a hybridization probe to 
complementary molecules in other plants using probe design methods, cloning methods, and 
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clone selection as is well known in the art. The specification teaches on page 22 that an 
embodiment of the invention includes using the novel sequences as probes to look for the 
sequences of nucleotides in other plants, animal, and/or microbial systems and the like. The 
novel sequence of SEQ ID NO: 1 is taught to be used to clone full-length cDNA, genomic DNA, 
promoter and regulatory sequences. Furthermore, an embodiment of modulating winter 
dormancy using the novel genes in the plants after transferring these genes using the techniques 
such as ballistic mediated transformation. These are non-specific uses that are applicable to 
nucleic acids in general and not particular or specific to the nucleic acid being claimed. 

Further, the claimed nucleic acid is not supported by a substantial utility because no 
substantial utility has been established for the claimed subject matter. For example, a nucleic 
acid may be utilized to obtain a protein. The protein could then be used in conducting research 
to functionally characterize the protein. The need for such research clearly indicates that the 
protein and/or its function is not disclosed as to a currently available or substantial utility. A 
starting material that can only be used to produce a final product does not have substantial 
asserted utility in those instances where the final product is not supported by a specific and 
substantial utility. In this case none of the proteins that are to be produced as final products 
resulting from processes involving claimed nucleic acids have asserted or identified specific and 
substantial utilities. The research contemplated by applicants to characterize potential full length 
genes and furthermore their protein products, especially their biological activities, does not 
constitute a specific and substantial utility. Identifying and studying the properties of a protein 
itself or the mechanisms in which the protein is involved does not define a "real world" context 
or use. Similarly, the other listed and asserted utilities as summarized above or in the instant 
specification are neither substantial nor specific due to being generic in nature and applicable to 
a myriad of such compounds. Note, because the claimed invention is not supported by a specific 
and substantial asserted utility for the reasons set forth above, credibility has not been assessed. 
Neither the specification as filed nor any art of record discloses or suggests any property or 
activity for the nucleic acid such that another non-asserted utility would be well established for 
the compounds. 
Response to Arguments: 
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Applicant's arguments filed 6/3/2004 have been fully considered but they are not persuasive. 
While applicant maintains that their invention has a substantial utility in modulating dormancy in 
plants, this is not convincing to the office. Applicant has not showed what their substantial 
utility is, i.e., what is it that they do when they modulate dormancy in plants? While the 
applicant asserts that "modulating plant dormancy through the claimed gene sequences has the 
potential to save billions of tons of tea and food grains from rot as the introduction of these 
sequences could delay maturation, and thus prevent rot of unused product" there is no support for 
such a utility in applicant's specification as originally filed. This asserted utility seems to 
suggest transformation of plants with SEQ ID NO:l to confer a non-dormant phenotype. 
However, no "method of modulating dormancy" such as this or any others is present in the 
specification. As the present specification provides only that the detection of SEQ ID NO:l in 
non-dormant, dormant, and forced(GA3), samples is practiced by the applicant and not the over- 
expression/repression/transformation of SEQ ID NO:l that is directly responsible for the entry 
into non-dormancy, but instead the application of a plant growth regulator, gibberrellic 
acid(GA3) that is responsible for the buds entry into non-dormancy, SEQ ID NO:l does not 
represent a substantial utility. SEQ ID NO: 1 may or may not be present in non-dormant/dormant 
buds, but to assert that its mere detection implies its responsibility for the transition requires 
further research to substantiate. No evidence has been provided that reveals that SEQ ID NO:l 
is solely responsible for modulating winter dormancy in tea plants, as a multitude of other events 
that occur when GA3 is administered could account for the modulation. "The applicant is 
reminded that once a prima facie showing of no specific and substantial utility has been properly 
established, the applicant bears the burden of rebutting it. The applicant can do this by amending 
the claims, by providing evidence in the form of a declaration under 37 CFR 1.132 or a patent or 
printed publication that rebuts the basis or logic of the prima facie showing"(Federal 
Register/Vol.66, No.4, January 5, 2001, Guidelines for Examination of applications for 
compliance with the utility requirement). 
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Claim Rejections - 35 USC § 112 

The following is a quotation of the first paragraph of 35 U.SXX 112: 

. The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

2. Claims 30-34 are rejected under 35 U.S.C. 1 12, first paragraph, as containing subject 
matter which was not described in the specification in such a way as to reasonably convey to one 
skilled in the relevant art that the inventor(s), at the time the application was filed, had 
possession of the claimed invention. Specifically, since the claimed invention is not supported 
by either a specific and substantial asserted utility or a well established utility for the reasons set 
forth above, one skilled in the art would not know how to use the claimed invention. 

Factors to be considered in determining whether a disclosure meets the enablement 
requirement of 35 USC 112, first paragraph, have been described by the court in In re Wands, 8 
USPQ2d 1400 (CA FC 1988). Wands states at page 1404, 

"Factors to be considered in determining whether a disclosure would require 
undue experimentation have been summarized by the board in Ex parte Forman. 
They include (1) the quantity of experimentation necessary, (2) the amount of 
direction or guidance presented, (3) the presence or absence of working examples, 
(4) the nature of the invention, (5) the state of the prior art, (6) the relative skill of 
those in the art, (7) the predictability or unpredictability of the art, and (8) the 
breadth of the claims." 



The nature of the invention and breadth of claims 



1 
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Claims 30-34 are drawn to a product that can be used in a non-descript method of 
modulating dormancy in non-dormant apical buds of the first tea bush or tree. However, as will 
be further discussed, there is no support in the specification and prior art for SEQ ID NO: 1 's 
ability in modulating dormancy. The invention is an class of invention which the CAFC has 
characterized as "the unpredictable arts such as chemistry and biology." Mycogen Plant Sci., 
Inc. v. Monsanto Co., 243 F.3d 1316, 1330 (Fed. Cir. 2001). 

The unpredictability of the art and the state of the prior art 

The present specification provides only that the detection of SEQ ID NO: 1 in non- 
dormant, dormant, and forced(GA3), samples is practiced by the applicant and not the over- 
expression/repression/transformation of SEQ ID NO:l that is directly responsible for the entry 
into non-dormancy, but instead the application of a plant growth regulator, gibberrellic 
acid(GA3) that is responsible for the buds entry into non-dormancy, SEQ ID NO:l is not shown 
to directly cause dormancy. In fact, SEQ ID NO:l may or may not even be present in non- 
dormant/dormant buds, and to assert that its mere detection implies its responsibility for the 
transition requires further research to substantiate. No evidence has been provided that reveals 
that SEQ ID NO: 1 is solely responsible for modulating winter dormancy in tea plants, as a 
multitude of other events that occur when GA3 is administered could account for the modulation. 
There is great unpredictability in the practice of a method that is not even disclosed that will be 
able to modulate dormancy when SEQ ID NO: 1 is used. 

The prior art further confirms the unpredictability of this area. White et al. (Plant 
Physiology, April 2000) teach methods involving gibberellins and seed development in Maize 
but assert that the stage of development is an important variable in the study of signaling during 
a plants maturation. While the present inventors give no indication of development stages, 
White et al. assert that "maize embryos at successive stages of development show distinctive 
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germination patterns on hormone free medium"(pg. 1091). Furthermore though that, "treatment 
with GA synthesis inhibitors also decreased both the rate of germination and the fraction of 
embryos that germinate, but these effects were found to be contingent on developmental 
stage"(Pg. 1091). As a result, not only since the specification does not disclose what they intend 
to do to modulate dormancy, but also because they do not at all comtemplate how they will do 
this, considering the many variables that exist, taking the above developmental stages as just as 
an example of an variable that would be encountered, it is highly unpredictable how to use this 
invention without a utility. 

Quantity of Experimentation 

The quantity of experimentation in this area is extremely large since there is significant 
number of parameters which would have to be studied to apply this technology to in vivo 
methods, including the stability of the polynucleotide complex in plants, the distribution of the 
nucleic acids in different parts of the plant, the optimum mode of effective administration and the 
pharmocokinetics of administration. For an polynucleotide complex, one must also consider (a) 
the ability of the oligonucleotide to specifically bind the target gene; (b) formation of a stable 
triple complex between the oligonucleotide and the target gene (note that modification of the 
oligonucleotide may interfere with*its ability to form stable hydrogen bonds, etc.; (c) uptake of 
the oligonucleotide by the cell; (d) solubility of the oligonucleotide of the cell, and other such 
constraints. The time table necessary to achieve efficacious administration of effective 
oligonucleotides, effective temperatures and pH conditions would require a very large quantity 
of experimentation for in vivo applications. This would require years of inventive effort, with 
each of the many intervening steps, upon effective reduction to practice, not providing any 
guarantee of success in the succeeding steps. 
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Working Examples 

The specification has no working examples of a method that modulates dormancy. 
Guidance in the Specification. 

The specification provides no evidence that SEQ ID NO:l is capable of modulating 
dormancy in the tea bush plant or in any plant for that matter. The specification only asserts that 
a probe for the 3 ' end of the 3 1 .2 gene hybridizes to a sequence expressed only in non-dormant 
and forced non-dormant samples(Figure 20). There is no disclosure that this probe and SEQ ID 
NO: 1 are the same or share any sequence characteristics that would explain a retention of a 
similar function. There is further no disclosure that SEQ ID NO: 1 could cause non-dormancy if 
transformed into a tea bush plant or tree. Even if, arguendo, the applicant provides a utility for 
SEQ ID NO: 1 they have yet to provide an explanation of how to use this sequence to achieve 
that utility. 

Level of Skill in the Art 

The level of skill in the art is deemed to be high. 
Conclusion 

In the instant case, as discussed above, in a highly unpredictable art where a nucleic acid 
complex's effects in vivo depend upon numerous known and unknown parameters such as the 
metabolism specific to the target DNA, potential secondary structure, oligonucleotide length and 
oligonucleotide chemical composition for triplex DNA, the factor of unpredictability weighs 
heavily in favor of undue experimentation. Further, the prior art and the specification provides 
insufficient guidance to overcome the art recognized problems in the use of SEQ ID NO: 1 to 
modulate dormancy. Thus given the broad claims in an art whose nature is identified as 
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unpredictable, the unpredictability of that art, the large quantity of research required to define 
these unpredictable variables, the lack of guidance provided in the specification, the absence of a 
working example and the negative teachings in the prior art balanced only against the high skill 
level in the art, it is the position of the examiner that it would require undue experimentation for 
one of skill in the art to perform the method of the claim as broadly written. 

Response to Arguments: 

Applicant did not file a response to the enablement rejection in their most recent, 6/3/2004 
submission, as such no response from the examiner is provided. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Sally A Sakelaris whose telephone number is 571-272-0748. The 



examiner can normally be reached on M-Fri, 9-6:30 1st Friday off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gary Benzion can be reached on 571-272-0782. The fax phone number for the 
organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 





